SERVIC,
I\ £s. %

—(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

of HEALTy
s &,

N

5,
%,

Food and Drug Administration
Rockville, MD 20857

NDA 21-590

Alamo Pharmaceuticals, LLC
Attention: Ned R. Cutler, M.D.
8501 Wilshire Boulevard, Suite 318
Beverly Hills, CA 90211

Dear Dr. Cutler:

Please refer to your new drug application (NDA) dated January 30, 2003, received January 31, 2003,
submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Fazaclo
(clozapine) Orally Disintegrating Tablets, 25 mg and 100 mg.

We acknowledge receipt of your submission dated December 10, 2003, which constituted a complete
response to our action letter of November 29, 2003.

This new drug application provides for the use of Fazaclo for the management of severely ill
schizophrenic patients who fail to respond adequately to standard drug treatment for schizophrenia.

We completed our review of this application, as amended. It is approved, effective on the date of this
letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package insert).
Marketing the product with FPL that is not identical to the approved labeling text may render the
product misbranded and an unapproved new drug.

Please submit an electronic version of the FPL according to the guidance for industry titled Providing
Regulatory Submissions in Electronic Format - NDA. Alternatively, you may submit 20 paper copies
of the FPL as soon asit is available but no more than 30 days after it is printed. Individually mount 15
of the copies on heavy-weight paper or similar material. For administrative purposes, designate this
submission “FPL for approved NDA 21-590.” Approval of this submission by FDA is not required
before the labeling is used.

All applications for new active ingredients, new dosage forms, new indications, new routes of
administration, and new dosing regimens are required to contain an assessment of the safety and
effectiveness of the product in pediatric patients unless this requirement is waived or deferred. We are
waiving the pediatric study requirement for this application.

We grant a shelf life of 24 months based on the available stability data.

We have not completed validation of the regulatory methods. However, we expect your continued
cooperation to resolve any problems that may be identified.
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We note your acceptance of the following dissolution method and specification as follows:

USP Apparatus
Rotation speed: rpm
Volume: 900 mL
Medium: pH  acetate buffer
Tolerance: Q= % in 15 minutes

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR
314.80 and 314.81).

If you have any questions, call Steven D. Hardeman, R.Ph., Senior Regulatory Project Manager, at
(301) 594-5525.

Sincerely,
{See appended electronic signature page}

Russdll Katz, M.D.

Director

Division of Neuropharmacological Drug Products
Office of Drug Evaluation |

Center for Drug Evaluation and Research

Enclosure
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